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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 1 -3, 1 1 , 1 2, 23, 24, 27, 30-32, 39 and 40 are rejected under 35 
U.S.C. 102(b) as being anticipated by Bennett (2,648,331). 

3. Regarding claims 1 and 2, Bennett discloses a method of delivering a combined 
positive and negative pressure assistance ventilation to a patient comprising; applying a 
positive pressure to the patient's airway to inflate the patients lungs (column 1 , lines 48- 
51 ), applying negative pressure around the patient's ribcage or abdomen in order to 
reduce a load imposed on the patient's lungs (column 1, lines 48-51); and synchronizing 
simultaneous application of the positive and negative pressure (column 1, lines 48-51). 

4. Regarding claim 3, Bennett disclose the method further comprising adjusting the 
level of positive and negative pressure to avoid application of excessive positive 
pressure (column 2, lines 23-35). 

5. Regarding claim 1 1 , Bennett discloses the method further comprising applying a 
constant negative pressure around the patient's ribcage or abdomen during inspiration 
(column 1, lines 18-23). 
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6. Regarding claim 12, Bennett discloses the method further comprising 
synchronizing the triggering and termination of the application of negative pressure with 
the triggering an termination of positive pressure (column 1, lines 48-51). 

7. Regarding claims 23, Bennett discloses a system for delivering a combined 
positive and negative pressure assistance ventilation to a patient comprising; a positive 
pressure ventilator (51) connected to the patient's airways for applying positive pressure 
to the lungs (fig. 1); A negative pressure ventilator installed on the patient's ribcage and 
abdomen for applying negative pressure (fig. 1); and a controller (52) for controlling the 
two ventilators (column 5, lines 1-8). 

8. Regarding claims 24, 30 and 31 , Bennett discloses the controller synchronizing 
the positive and negative pressure ventilators (column 1, liens 48-51). 

9. Regarding claims 27 and 39, Bennett discloses the controller applying a constant 
negative pressure around the patient's ribcage or abdomen during inspiration (column 1 , 
lines 18-23). 

10. Regarding claim 32, Bennett discloses a means for adjusting the level of positive 
and negative pressure to avoid application of excessive positive pressure (column 2, 
lines 23-35). 

1 1 . Regarding claim 40, Bennett discloses the system with a synchronizing means 
for the triggering and termination of the application of negative pressure with the 
triggering and termination of positive pressure (column 1, lines 48-51). 

Claim Rejections - 35 USC § 103 
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12. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 3. Claims 4-1 0, 1 3-1 7, 25, 26, 28, 29, 33-38, and 41 -45 are rejected under 35 
U.S.C. 103(a) as being unpatentable over Bennett (2,648,331) as applied to claims 1, 
23 and 30 above, and further in view of Sinderby (5,820,560). 

14. Regarding claims 4, 5, and 13, Bennett discloses the claimed method except for 
detecting a neural inspiratory activation of the patient and applying pressures as a 
function of the signal. Sinderby teaches a method of detecting a neural inspiratory 
activation of the patient and applying positive pressure as a function of the signal 
(column 1 , lines 18-24). It would have been obvious to one of ordinary skill in the art at 
the time of the invention to provide the method of Bennett with the step of detecting 
neural inspiratory activation and to control the ventilation of the patient based on the 
signal as taught by Sinderby in order to provide the advantage of more precise control 
of the patient's breathing. 

15. Regarding claims 25, 33, and 34, Bennett discloses the claimed system except 
for a sensor to detect neural inspiratory activation and a controller for that controls the 
applied pressure level based on the sensor output. Sinderby teaches a system for 
ventilating a patient with a sensor and controller for detecting a neural inspiratory 
activation of the patient and applying positive pressure as a function of the signal 
(column 3, lines 40-45). It would have been obvious to one of ordinary skill in the art at 
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the time of the invention to provide the system of Bennett with a sensor detecting neural 
inspiratory activation and a controller to control the ventilation of the patient based on 
the signal from the sensor as taught by Sinderby in order to provide the advantage of 
more precise control of the patient's breathing. 

16. Regarding claim 6-1 0, 26, 28, 35-38, and 41 , the combination of Bennett and 
Sinderby discloses the claimed invention wherein Sinderby teaches using a comparator 
for comparing the detected neural inspiratory activation with a target level and adjusting 
the applied pressure level accordingly (column 2, lines 60-67; column 3, lines 1-5). 

17. Regarding claims 14-17, 29, and 42-45, the combination of Bennett and Sinderby 
discloses the claimed invention wherein Sinderby teaches using a comparator for 
comparing the detected diaphragm movement, analogous abdominal pressure swing, 
with a target level and adjusting the applied pressure level accordingly (column 2, lines 
60-67; column 3, lines 1-5). 

18. Claims 18-22 and 46-50 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Bennett (2,648,331 ) as applied to claims 1 , 23 and 30 above, and 
further in view of Lindley (4,481 ,938). 

19. Regarding claims 18-22 and 46-50, Bennett discloses the claimed invention 
except for applying a constant negative end expiratory pressure over the abdomen to 
adjust an end expiratory lung volume. Lindley teaches a device with a method of use 
for delivering combined positive and negative pressure assistance ventilation to a 
patient comprising the step of applying a positive end expiratory pressure into the lungs 
(column 7, lines 1-12), analogous negative end expiratory pressure over the abdomen. 
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It would have been obvious to one of ordinary skill in the art at the time of the invention 
provide the method of Bennett with negative end expiratory pressure over the abdomen 
as taught by Lindley in order to provide the advantage of treating patient's with 
respiratory distress syndrome. 

Conclusion 

20. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Abramov (5,806,512) a system with pressures applied to the 
lungs and the ribcage, Gattinoni (6,461 ,31 5) a system for distributing gas in the lungs of 
a patient, and McWilliams (5,513,631) a ventilator using a signal other than pressure. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to CHRISTOPHER BLIZZARD whose telephone number is 
(571 )270-7138. The examiner can normally be reached on Monday thru Friday, 
9:00AM -5:00PM EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Justine Yu can be reached on (571 )2724835. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/CHRISTOPHER BLIZZARD/ 
Examiner, Art Unit 3771 
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Supervisory Patent Examiner, Art Unit 3771 



